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Editors: Anton N. Sidawy and Bruce A. PerlerFive-year results for the Talent Enhanced Low Profile System abdominal
stent graft pivotal trial including early and long-term safety and efficacy
Irene C. Turnbull, Frank J. Criado, Luis Sanchez, Mikel Sadek, Rajesh Malik,
Sharif H. Ellozy, Michael L. Marin, Peter L. Faries
Objectives: The pivotal trial of the Talent Enhanced Low Profile System
(eLPS; Medtronic Vascular, Santa Rosa, Calif) stent graft evaluated short
and long-term safety and efficacy of endovascular aneurysm repair (EVAR).
These data and a confirmatory group assessing the performance of the Coil-
Trac delivery system supported the United States premarket approval appli-
cation for the device.
Methods: The pivotal trial was a prospective, nonrandomized study con-
ducted at 13 sites from February 2002 to April 2003. The study group (n =
166) underwent EVAR using the Talent eLPS stent graft. The control group
(n = 243) underwent open surgical AAA repair. Data for this group were ob-
tained from the Society for Vascular Surgery Endovascular AAA Surgical
Controls project. Outcomes were compared at 30 days and 12 months. Addi-
tional 5-year follow-up was obtained for the eLPS group. A single-center
cohort of 137 patients was the confirmatory group for the assessment of
the clinical performance of the CoilTrac delivery system, with analysis of
outcomes 30 days from the procedure.
Results: AAA anatomy with neck length as short as 3 mm and maximum neck
diameter of 32 mm were included in the eLPS group. EVAR was superior to
open repair for periprocedural outcomes, including mean procedure duration
(167.3 vs 196.4 minutes, P < .001), blood transfusion (18.2% vs 56.8%, P <
.001), median intensive care unit stay (19.3 vs 74.3 hours, P<.001), andmean
hospital stay (3.6 vs 8.2 days, P < .001). Freedom from major adverse events
was 89.2% for EVAR at 30 days vs 44.0% (P< .001) and 81.3% vs 42.4% at 1 year
(P< .001). Freedom from all-cause mortality and aneurysm-related mortality
(ARM) was 93.7% and 98.2% for EVAR vs 92.4% and 96.7% for the controls (P =
NS). Through 5 years for the EVAR group, rates of freedom from all-cause
mortality, ARM, aneurysm rupture, and conversion to surgery were 69.8%,
96.5%, 98.2%, and 99.1%, respectively, with one conversion to surgery, 25
secondary reinterventions, and five site-reported instances of stent graft
migration. The technical success rate for the CoilTrac confirmatory group
was 100%, with no aneurysm rupture or conversion to open repair at 30 days.
The 30-day all-cause mortality rate was 1.5% (2 of 137).
Conclusions: In a population with challenging anatomic characteristics,
EVAR with the Talent eLPS and use of the CoilTrac delivery system compared
favorably with open repair through 1 year. Sustained protection from ARM,
with minimal reinterventions, was attained through 5 years.Iliac branched devices: Technical aspects and midterm patency
Marcelo Ferreira, Marcelo Monteiro, Luiz Lanziotti
Objective: This study presents technical aspects and initial results with iliac
bifurcated devices (IBDs).* Full articles available online at www.jvascsurg.org
1078e5884/$36.00
doi:10.1016/S1078-5884(10)00089-4Methods: Since 2006, 47 IBDs were scheduled for 37 patients who were fol-
lowed up between 2 and 31 months. Iliac aneurysms were unilateral in 27
patients and bilateral in 10. Two patients with bilateral common iliac artery
aneurysms (CIAAs) did not have a simultaneous aortic aneurysm. Two
patients underwent combined thoracoabdominal aneurysm treatment with
branched stent grafts, and one underwent combined juxtarenal aneurysm
repair with a fenestrated device. The helical iliac side branch device was
used in 11 CIAA (23.4%), and the Zenith bifurcated iliac side branch device
was used in the remaining 36 (76.6%).
Results: The technical success rate was 97.3% within the 47 intended-to-
treat CIAAs (failure to introduce the delivery system in one case,
converted to femorofemoral bypass). During follow-up, five (10.6%) hypo-
gastric branch occlusions occurred in five patients. Two patients with
bilateral repair had unilateral internal iliac artery side branch occlusions
without ischemic symptoms. In contrast, of the three patients with unilat-
eral side branch occlusion and simultaneous contralateral internal iliac
artery occlusion (2 chronic and 1 coil embolization), persistent buttock
claudication and sexual dysfunction developed in one. The secondary
patency, including one redo case, was 87.3% at 22 months (standard error
<10%).
Conclusions: The use of branched stent grafts is a feasible procedure,
including for patients with bilateral iliac aneurysmal disease or concomitant
juxtarenal or thoracoabdominal aortic disease.Open surgical repair of ruptured juxtarenal aortic aneurysms with and
without renal cooling: Observations regarding morbidity and mortality
Kak K. Yeung, Geert J. Tangelder, Wing Y. Fung, Hans M.E. Coveliers, Arjan
W.J. Hoksbergen, Paul A.M. Van Leeuwen, Elly S.M.de Lange-de Klerk,
Willem Wisselink
Objectives: Little is known about the outcome of ruptured juxtarenal aortic
aneurysm (RJAA) repair. Surgical treatment of RJAAs requires suprarenal
aortic cross-clamping, which causes additional renal ischemia-reperfusion
injury on top of the pre-existing hypovolemic shock syndrome. As endovas-
cular alternatives rarely exist in this situation, open repair continues to be
the gold standard. We analyzed our results of open RJAA repair during an
11-year period.
Design: Retrospective observational study.
Materials and methods: Between July 1997 and December 2008, all
consecutive patients with RJAAs were included in the study. Part of these
patients received cold perfusion of the kidneys during suprarenal aortic
cross-clamping. Perioperative variables, morbidity, and 30-day or in-
hospital mortality were assessed. Renal insufficiency was defined as an
acute rise of 0.5 mg/dL in serum creatinine level. Multiple organ failure
(MOF) was scored using the sequential organ failure assessment score (SOFA
score).
Results: A total of 29 consecutive patients with an RJAA, confirmed by
computed tomography-scanning, presented to our hospital. In eight
patients, the operation was aborted before the start of aortic repair,
because no blood pressure could be regained in spite of maximal
376 Abstractsresuscitation measures. They were excluded from further analysis. Of the
remaining 21 patients, 10 died during hospital stay. Renal insufficiency
occurred in 11 out of 21 of the patients. Eleven out of 21 patients developed
MOF postoperatively. In a subgroup of patients who received renal cooling
during suprarenal aortic clamping, the 30-day or in-hospital mortality was
two of 10 vs eight of 11 in patients who did not receive renal cooling (P =
.03); renal insufficiency occurred in one out of 10 patients in the subgroup
with renal cooling vs 10 out of 11 without renal cooling (P < .001) and
MOF in two of 10 vs nine of 11, respectively (P = .009).
Conclusions: Open surgical repair of RJAAs is still associated with high
mortality and morbidity. To our knowledge, this is the first report of cold
perfusion of the kidneys during RJAA repair. Although numbers are small,
a beneficial effect of renal cooling on the outcome of RJAA repair is sug-
gested, warranting further research with this technique.Comparative study on carotid revascularization (endarterectomy vs
stenting) using markers of cellular brain injury, neuropsychometric
tests, and diffusion-weighted magnetic resonance imaging
Laura Capoccia, Francesco Speziale, Marianna Gazzetti, Paola Mariani,
Annarita Rizzo, Wassim Mansour, Enrico Sbarigia, Paolo Fiorani
Objective: Subclinical alterations of cerebral function can occur during or
after carotid revascularization and can be detected by a variety of standard
tests. This comparative study assessed the relationship among serum levels
for two biochemical markers of cerebral injury, postoperative diffusion-
weighted magnetic resonance imaging (DW-MRI), and neuropsychometric
testing in patients undergoing carotid endarterectomy (CEA) or carotid
artery stenting (CAS) for high-grade asymptomatic carotid stenosis.
Methods: Forty-three consecutive asymptomatic patients underwent
carotid revascularization by endarterectomy (CEA, 20) or stenting
(CAS, 23). They were evaluated with DW-MRI and the Mini-Mental State
Examination (MMSE) test preoperatively and 24 hours after carotid revas-
cularization. Venous blood samples to assess serum levels of neuron-specific
enolase (NSE) and S100b protein were collected for each patient preopera-
tively and five times in a 24-hour period postoperatively and assayed using
automated commercial equipment. The MMSE test was repeated at 6
months. The relationship between serum marker levels and neuropsycho-
metric and imaging tests and differences between the two groups of patients
were analyzed by c2 test, with significance at P < .05.
Results: No transient ischemic attacks or strokes were clinically observed.
CAS caused more new subcortical lesions at postoperative DW-MRI and
a significant decline in the MMSE postoperative score compared with CEA
(P = .03). In CAS patients, new lesions at DW-MRI were significantly associ-
ated with a postoperative MMSE score decline >5 points (P = .001). Analysis
of S100b and NSE levels showed a significant increase at 24 hours in CAS
patients compared with CEA patients (P = .02). The MMSE score at 6
months showed a nonsignificant increase vs the postoperative score in both
groups.
Conclusions: Biochemical markers measurements of brain damage
combined with neuropsychometric tests and DW-MRI can be used to evaluate
silent injuries after CAS. The mechanisms of rise in S100b and NSE levels at
24 hours after CAS may be due to increased perioperative microembolization
rather than to hypoperfusion. Further studies are required to assess the clin-
ical significance of those tests in carotid revascularization.Elevated sex steroid hormones in great saphenous veins in men
Michael Kendler, Evgenia Makrantonaki, Ju¨rgen Kratzsch, Ulf Anderegg,
Tino Wetzig, Christos Zouboulis, Jan C. Simon
Introduction: High serum levels of estradiol are associated with clinical
evidence of varicose veins in women; however, the relationship between
serum sex steroid hormones and varicose veins in men is unclear. To address
this issue, serum levels of testosterone, estradiol, and androstenedione
were determined in the great saphenous (GSV) and cubital veins of men with
varicose veins. Messenger RNA (mRNA) expression of sex steroid hormones,
metabolizing enzymes, and their receptors was investigated in tissue
samples of leg veins.
Methods: This prospective study included 40 men, comprising 20 with vari-
cose veins and reflux of the GSV (VM) and 20 with healthy veins (HM). Alllimbs were assessed by duplex ultrasound scanning of selected superficial
and deep leg veins. Blood samples were taken from the cubital vein and from
the GSV. Quantitative reverse-transcription polymerase chain reaction
(qRT-PCR) analysis for sex steroid hormones, their metabolizing enzymes,
and receptors in saphenous veins was performed in tissue samples of vari-
cose (n = 6) and healthy veins (n = 6).
Results: The VM group had significantly higher (P < .001) mean levels for
serum testosterone (44.9 nmol/L; range, 8.8-225.1) and estradiol (242.2
pmol/L; range, 79-941) in varicose saphenous veins compared with cubital
veins (testosterone, 15.5 nmol/L; range, 8.4-23.3; estradiol, 93.2 pmol/L;
range, 31-147). Moreover, significantly (P < .001) higher mean serum estra-
diol levels (133.2 pmol/L; range, 63-239) were detected in the saphenous
veins of the HM group compared with cubital veins (88.15 pmol/L; range,
37-153). Both groups had similar blood counts and serum androstenedione
levels in the upper and lower extremity. Interestingly, qRT-PCR revealed
that the mRNA expression of 5a-reductase type 1, 5a-reductase type 2,
17, 20 lyase, 17b-hydroxysteroid dehydrogenase (17b-HSD), aromatase
and 3b-HSD type 2, androgen and estrogen receptor 1 was down-regulated
(P < .05) in all samples of varicose veins vs veins obtained from healthy
men.
Conclusion: Elevated serum estradiol and testosterone levels were detected
in men with varicose veins and reflux in the GSV compared with the patient’s
own arm veins. Enzymes and hormonal receptors involved in steroid metab-
olism were down-regulated in patients with GSV reflux and varicose veins,
suggestive of a negative feedback regulation. These data support the notion
of a possible causal relationship between sex steroids and varicose veins in
men.Prevention of thromboembolic events in surgical patients through the
creation and implementation of a computerized risk assessment program
Sarah Jane Novis, George E. Havelka, Denise Ostrowski, Betsy Levin,
Laurie Blum-Eisa, Jay B. Prystowsky, Melina R. Kibbe
Objectives: Deep vein thrombosis (DVT) is a major source of postoperative
morbidity and mortality and is currently a major quality improvement initia-
tive. Mechanical and pharmacological prophylaxis is effective in preventing
postoperative thromboembolic events, yet it remains underutilized in the
clinical setting. Thus, the objective of this study was to develop and imple-
ment a computerized DVT risk assessment program in the electronic medical
record and determine its effect on compliance with DVT prophylaxis
guidelines.
Methods: A standardized DVT risk assessment program was developed and
incorporated into the Computerized Patient Record System for all surgical
patients at the Jesse Brown Veterans Affairs Medical Center. Four hundred
consecutive surgical patients before and after implementation were evalu-
ated for DVT risk, the prescription of pharmacological and mechanical DVT
prophylaxis, and the development of thromboembolic events.
Results: With implementation of the DVT risk assessment program, the
number of patients receiving the recommended pharmacological prophy-
laxis preoperatively more than doubled (14% to 36%) (P < .001), and
use of sequential compression devices (SCD) increased 40% (P < .001).
Overall, the percentage of at-risk patients receiving the recommended
combined DVT prophylaxis of SCD and pharmacological prophylaxis
increased nearly seven-fold (5% to 32%) (P < .001). The assessment also
improved use of prophylaxis postoperatively, increasing SCD use by 27%
(P < .001). With respect to DVT occurrence, there was an 80% decrease
in the incidence of postoperative DVT at 30 days and a 36% decrease at
90 days; however, this did not reach statistical significance due to the
low event rate.
Conclusions: The creation and implementation of a standardized DVT risk
assessment program in the electronic medical record significantly increased
use of pharmacological and mechanical DVT prophylaxis before surgery in
a Veterans Affairs Medical Center setting.Percutaneous transluminal angioplasty for treatment of critical hand
ischemia with a novel endovascular approach: ‘‘The radial to ulnar
artery loop technique’’
Roberto Gandini, Georgios Angelopoulos, Valerio Da Ros, Giovanni
Simonetti
Abstracts 377A 44-year-old patient with type I diabetes with critical upper limb ischemia of
the left hand was referred to our department with ischemic tissue loss and
rest pain. After unsuccessful use of the endovascular antegrade approach,
retrograde revascularization with percutaneous transluminal angioplasty
(PTA) of the ulnar artery and the Palmar arch through the radial artery wassuccessfully performed (the radial to ulnar artery loop technique). Relief
of the patient’s symptoms was immediate and ischemic lesions were healed
at 6-month follow-up. This technique, which has been used for the first time
in critical upper limb ischemia, may significantly increase the success rate of
percutaneous angioplasty, especially when antegrade recanalization fails.
